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AAFcNMEDIcALINDu~ 

2% ATm:Fu~ lcxLoJm 

b 
71003UIFIAVE. NXTH 
ST. -, FL 3371Cb2902 

r- 34FxJNsEsDR. 
0 IR'dmE, ca 92618-4210 

Iy3uscN-a 
ArIm:- GREEN 
122ocBwmsmiRD. 
- vim, CA 94039-7393 

TmAKs -a, INC. 
ATINzRXERl?EAD?M 
110 A SUNSET PIAZA 
FM8 311 
mID, CK 73703 

ADRI/- 
ZsITNzMHSCHERR 
P.O. BQX 134 
FmKFtxEsr,IL60466 

510(k) m: Koo1955 

FFENEND: 727-384-2323 

510(k) Ex3: KM33677 
PKNETJO: 207-842-7914 

510(k) m: KDO2807 
EKNEXI: 650-969-9112 

510(k) Xx IUX3305 
EKNEID: 580-233-6886 

510(k) NZx XX33134 
PHXE1uD: 70%747-3717 

PLXLEXC-IES- G510(k) m KOO3038 
IS MXNLE, MxlEL Ml17%/76A/77A,FUZV.L,Ml205A,FtEV.L,MlO34A 
ATIN:ElxN PFl3rL PKNEl?J: 031-464-7223 
-ST. I30 
D 71034 s 
-, I 

FsxoLEm DIES, DC. 510(k) ND: KOO3565 
ATlN:(ztEKmN szxaEFG RXNEIW: 2Oe&64-5000 
24OlZWRlIHAVE., sOIT! 503 
SEATrLE, Pa 98121 

Iy;ILwT -IEs, m. 
m:mvE CEBXN 
3cxxl MlLNmmm RD. 
ANDCNER, HA 01810-1099 

510(k) NX Koo3621 
FKNEiKl: 978-659-3178 

raIlERr -IEs, INC. 510(k) ND: Koo3622 
ATm:MIK!3 HUDCN PEKNEND: 978-659-3173 
3cm - RD. 

\ 
ANDavER, MA 01810-1099 

L\ 

w 

DEVICE:MXNl25OHIGHFRIQJNX ELEcmmmICAT-lmELAl2 
'--an .r1 ,^, 

SE DECISICN bf?!DE:'22dX%?-2fXXY 
- 1 7 

510(k) SU%AFtY Am F'E&N FDA 

DEVIC23:AESXPlWIRA603- 
SEDECISICNFADE: 26-D=2000 

ANALYZIER 

510(k) SU&MRY AVAZABLE FRX FlX 

DESJICE:3DCRZANAssEs-sMENTW/ -c KsITIm SENsm 
SE DEXXSICN MOE: 01-DEC-2000 
510(k) XBNARY AVAILMU FRN FDA 

DJZVICX:PEDIAlRIC~ 
SE DECISICN MADE: 22-D!X-2ooO 

510(k) sxMm4mT 

DEvIa: JXXM caT;cIuMALG~TopIcat~D~IpIx; 
SE DBZISICN &TiOE: 22-D-2000 
510(k) sIxmf@n 

DEXIcE:Iy3ILwTCXMKNNCMXIXRlX SYsI!E!.l, I4zlDWT V24/26, T4XLENT B 

SEDECISICNt@DE: 15-D-2000 

510(k) SU@MY AVAlUBlX FFUX FDA 

DEVICE:~FR2AED,MZlXLM386OA,M386lA 
SEDEXZISIcNM7QE: 2C!-DEc2ooO 
510(k) ,SUm?BY Am m FDA 

DEVICX:Sl'/ARsTANDARRZMMA SOF'lM4RE,MZDELRELtl%XD.O 
SEDECISICNMADE: 20-D-2000 
510(k) SOfN@Y AVXTARLE ??iTN FDA 

DEVIUZ:M2376ADEVICXLINKSYSTEM,MXXZM2376A 
SEiDECISICNM7+DE:18-DEc-2ooO 
510(k) SUMQ?Y Am m FDA 
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1~2001 
%?=2 

AmlTimta~, It?2 
AlrIN:JcGEHI CaKEy 
7Oa4?rlmm~IID. 
HI-,NY 11801 

510(k) NJ: KOO2l.22 
PEESEND: 516-433-7676 

ATanmSYm,Lm. 
ATIN: ELIMcLsBxH 
P.O. XX 6718 
-, 

510(k) hx): KOO2894 
PIXNE1JD: 972 299 32768 

ALmAal, LTD. 
ATm:(IHRl- EmLl 
10 FAmEnED BLVD. 
-, CT 06492 

510(k) r53: Ko3739 
IXNENi) : 203-269-5088 

lt2aRIm-w 510(k) N3: KiXU.282 
ATm:lJcE GREENIW PKXEIW: 316-733-5798 
327 S. HYDFWLIC 
WI=, KS 67211 

ANsELL--,~. 510(k) W: x003769 
ATINtJANESR~ H-KZIEND: 330-833-2811 
1875HARsHA~, SE 
&lAssm, a-I44646 

mm. 510(k) NJ: Ko3624 
I'lXX,REFN!lYKWERUZRD,MXXLV5100-00,V5701-00,V5702 
AT?N:rnMD H-EXEKI: 408-735-6426 
595 NXU'HPASXRIAAVE. 
-, CA 94085-2936 

AscLEpIcN-MEDmAG 
ZXlTN:DIRK CI'XDITZ 
2525 MC GAWAVENJE 
IRVINE, C.3 92623-9791 

510(k) NJ: KC02031 
PKNENO: 493 641 653453 

AVlTA~CNALctltip. 510(k) Ni): Koo2182 
ATIN:ALLEN REXCH PI-KHEPD: 520-773-9488 
9'33 N. EPEIZER (BNYCN DR. #142 
lXXZZWF,AZ86001 

B.BPAUNMEDICX,lNC.. 510(k) m: KC03029 
ATINtGARYAGULTAS pIxfk3.m : 972-245-2243 
1601iaLLzazDR..suITE150 

DEVIGZ:VEXXCXt 
sEDEXZSIcNM?!DE: 21-D=2000 
510(k) sInnm@n 

DEVICE: MEDIPRIME 
SEDEiCISICNFADE: 0511%2OGO 
510(k) SU+!AW AVAILXKE FTXH FclA 

DEWICE:AUXASSDdOCU 
sEDEXXSICN&?NXX:27-DEC-2ooO 
510(k) SWWiRY AVAZAEiW FTW FDA 

510(k) SImXNEm 

DE?acE: REFmITY SYSIDEM, REFINITymNDPImsANDcABLE,~~ 

SEDECISIcNW!DE: 2O-DXX2OOO 
510(k) SUN?iRY AVAILAEW l+XM FDA 

DEiVICE:HSYSTFXSYSrPl 
SEiDECISIcNb!ADE: 27-DEc-2ooo 
510(k) SUMARY AVAIU+EW J?FW FDA 

DEXICE:AVITATSO/TSl -FAR- 
SE DIXZCSICN-MADE: 29-D=-2000 
510(k) tXW%RY AWIIAEKE TZXM FDA 

DEVICE:WP 
SEDECISIcNFADE:O4-DE?Z-2CXXl 
510(k) SUbWiRY Am FTZ% FDA 
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BAxcEFtHE?a~ocRp. 
isYRlxE,1OOuSP~~ 
ATm:IAImA - 
HT. I.20 & wILsm RD. 
RmNDIAKE,IL60073 

BAxmRHFziTJDm. 
A!rm:JENNIFERMPAINE 
HT. 120 & WILXN RD. 
FnJNDL?m,ILaO73 

BlJxmRHEALaaT(p. 
ATIN:JuDY IcmmmEx 
m. I.20 & WILscN RD. 
F&xlNOm,IL60073 

E!?lYERazFP. 
A!IlN:WILLIiWJPI~ 
63 NcLiM ST. 
IdfDm, MA 02052-1688 

WD~~aZUXRWICN 
?fI'IN:WILLIAMJPIM?!TO 
63 MIRTH fTlREET 
MEDF'EXLD,b!AO2052 

E&izmmN aLlJLTER, Ix. 
m:m .5?mxEm 
200 s.-BL~.,w-104 
BRE?i, CA 92822-8000 

BIGIiXXZSYSTFNiClXtP. 
ATIN:MXU-!MEBRUNWR 
CNE BIO-LCGIC F?LAZA 
-, IL60060-3700 

BIO-RAD- 
ATIN:lJ7cKIE EKFXLEY 
4000 AWRED ICBEL DR. 
HEzmLEs, cl4 94547 

BICMET,lNZ. 
ATlNzSMAABAILtEY 
AIIRRXT-PARK 
P.O. Enx 587 
Iwtsw, IN46581-0587 

510(k) PJD: xDo3245 

PICNEEID: 847-27&4781 

510(k) fJ3: xDo3616 
PlXBEm: 847-270-5825 

510(k) E1D: XD03730 
FTXWENO: 847-270-4644 

510(k) ND: IUX2738 
PEKNEIUD: 508-359-3825 

510(k) EID: XI03291 
PI-KNEND: 508-359-3825 

510(k) No: wO31% 
PKNEihx): 714-961-3777 

510(k) N3: KC03681 
PENEND: -323-8326 

510(k) ND: KOO3280 
FKNEN3: 510-741-5309 

510(k) NX x003044 
FKNEipJD: 219-372-1568 

sEDECZSI(3NMADE:O4-DEZ-2CXXl 
510(k) SUMARY AWGIABLE = FDA 

DEiVIGZ: (XXUZOE (3C!X, 3, M) uEnmlRIcINFuS1cNFuMP 
sEDECISICNMADE:l2-DEc-2ooO 
510(k) SOMWRY AVAILHZE F'X24 FDA 

DEVIUh~DISPENSINGPIN 
sEDEXXSICNMADE:2O-DEC-2000 
510(k) stUMM.Y AVAIUBLE FFQ4 FDA 

DEX'ICX:B?iYERRAPIDFOINl?4ooSYS-iFN 
SBDECISIcNMADE:19-DEXh2OOO 
510(k) SOMARY AVAILNXE FFXX FDA 

DEVI~BAYERDIXNXTI csx!s:18OANDADvIA -ANI?-TFom 
SEiDEcIs1cNmDEc:05-DEc.-2ccn 
510(k) SLNS4FZ AvAILABI;E FRX FM 

DEVICX:SYMTEXNSYSTENSAtMNtAREFy=ENT 
SEDECISICNb!ADE: 22-DEXb2000 
510(k) SUMARY AVAILABU Ffam FDA 

DEVXX: BICLIXGICSUZPXFNNEZUNK 
sEDEXXSICNW+DE: 21-DEC-2C'X 
510(k) S AVMLABLE F'FXX FIN 

DEVICE:VAFW4WII~~ 
SEDEXXSIcNM?iDE:19-DEC-2ooO 
510(k) SLRMARY AVAILXWZ F'RX m 

510(k) SUMWZY AVAIIABLE FXH FDA 
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BItXlTT,INC. 
ATIN:TEUXYJBICKEL 
56E!iSJ?BEXLDRIVE 
-, IN46581-0587 

BIcMET,INC. 
ATIN:Km-lFuELm 
56ERsTEUGLDFUW 
-, IN46581-0587 

BIUIltQJEaIFQ. 
A!rm:- cI.xEN 
900 N. - - DR. 
FWGSlXT,AzWl 

BIRDPRXXKXSCXXP. 
A!rIN:KM GlJMEmm 
1100 BIRD CEWTER DR. 
PALMspRIEx;s,cA92262 

KBKN-C!a3Rp. 
SYSTEM 

ATIN:Fm BEt@mT 
5905N7mnNLAm 

#142 

510(k) ND: Koo3240 
PFKlVEN2: 219-372-1761 

510(k) m: wO3363 
PIcNEm: 219-372-1644 

510(k) ND: KOO2449 
EFDJEND: 520-773-9488 

510(k) m: KCX33770 
FKNEW: 760-778-7255 

510(k) m KM)3100 

FT-IXEIKI: 763-694-5642 

MlWAKXX,MN55442 

B2SKN-C -a m?T510(k) ro Koo3398 
ATIN: - KERTCFN PiXNEtKl: 425-556-1667 
17425 N.E. UNI(Y HILL m 
RlalKND, m 98052 

BRDS, Irc 
ATIN:- B?iREER 
2611 cXWlEXE WAY 
VISIA, CA 92083 

510(k) tKx KOO36l.l 
FiKNEm: 760-599-5719 

C.R. BARD, INC. 510(k) rn Koo2868 
OLEYcTawmR;BARDLuBFusILI.c.~~caHMFI1ER 
A!rmANxLALBuNN PfKNElFD: 770-784-6774 
8195 INDUSIIRIAI; BLVD. 
cxTJmxN,GAm14 

cmD1cNIa,INc. 510(k) m: KC02197 
ATIN:JEFF - EKNEIPO: 253-535-9369 
I.3723 DANi IAPE EAST 
-, WA 98373 

DFXICZ:BICMEiT ELxnmmLwRIsT~ 
SEDECtSI(3FJMADE: 29-DEc2000 
510(k) X&WRY AVAXABLE FRX FWi 

DEVICX:M2A32MMTQERSYSI'EM 
sEDECISICNM?iDE:15-DEG2~ 
510(k) SOMARY AvAILABLe m FDA 

DEVICX: BICTCEQ 1-V. (INIRAVEMJS) SET 
~DEXXSICNMADE: 22-DEG2ooO 
510(k) SUMiWY AVAZLABLF: FElr3M FM 

DEWICE:BIRO!t'BIRDLEGMX~ 
SEDEcISIcN~:15-DEc-2ooo 
510(k) SUdWRY AVAIUBM M FDA 

DEVICE:VWAWNFTa(pLNEx3BwTJcHIpII, -IsANDuNIsIEP- 

SEDEXXSICNMADE:2O-D~2ooO 
510(k) m Am FRZ4 FDA 

DFWICE:wIwczIp~ 
SE DEX!ISICN MDE: Ol-DF?Z-2000 
510(k) SU@ARY AVAILABLE FlXH FDA 

DEVICE:PAINCMEMJLTI-PCRTW, mEL2oooL 
SEDECISICNMDE:13-DM3c2OOO 
510(k) .TATmRm 

DFwIc3:BARDALLslIJ~~~-; E?ARDLUBRISIL3+ZiYF 

SEDlXZISIaVMAiX:OB-DE&2ooO 
510(k) m AVAIUXZ FXM FDA 

DEVI(3E:ChKIWCH 
sEDE?ZISICN~E: 27-D%2000 
510(k) SUWiRY AVAILABLE F'RX FDA 
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m S.P.A. 510(k) ND: fo834 
slm?n TlJRBm: CLEAMUR, CLEANLIW MI-: - 

c7lTmrm lINtammm, Im. 
ATIN:FuxRLRIa-mS 
3598 WEST 1820 SX?IH 
smmKEcITY,m84104-4859 

CXAD -a, INC. 
m:KEvIN MxuILm 
21622 PLUMER Sl!. 
m, a9l3ll 

cIE?ivIsIcN~. 
ILYwEAR 
ATI!N:TEiFmNA wltLrER 
11460 JCHNS cIzEEK PKWY. 
DuLmH,GA30097 

325 PARAMXNT DRIVE 
-, Mh 02767-0350 

oxMAN&t-,INc. 
ATI!N: LAURA O'GRADY 
325 PARAMXMC DR. 
RlXWHiW, b!A 02767-0350 

aUNIALMEDIC4LSUPPLX 
ATIN:PA!IRICIA LE1G-I. R.N. 
1350E. FLAMIMBRD. it 343 
LASWGAS, NV89119 

- -a, Itc. 
Afrm:MIcHELF: lKRxmQ4 
P.O. mx 848 
GRAYSIAKE, IL 60030 

azz4waDIcS smPPl?YLTD. 
ATIN:- BUNOY 
6740-m 
-,, &N 55432 

FFlXEZN3: 051 700 877 

510(k) N3: I(003642 
PKBENI: 801-954-8444 

510(k) W: KO03455 
PKNEND: 818-882-0883 

510(k) m: X03071 

PKNEND: 67&4l5-3809 

510(k) FXx KO02798 
FKNEN3:50&88128404 

510(k) m KO03564 
PiXNEFO: 508-828-3164 

510(k) m KOO2830 
PI-lSEND: 800434-9334 

510(k) ND: x002691 
PHCNEND: 847-856-0355 

510(k) ND: KO03175 
ZFCNEm: 612-574-1976 

SEDECISICX?~E:14-DEC-2ooO 
510(k) t+mQWEm 

DEvIa: m-m 
sEDEXXSIC.X'IMADE:2O-DEC-2ooO 
510(k) m 

DEvIa3: mmam To Cl-Pm DC5 (xmfA!mc!mm401 
SEDECISIcN~E:O6-D~2OOO 
510(k) SUMARY AVAILABLE F'FCM FDA 

DFYIa3: -EYES (a) sn?T (-C) axvrxrLENsFoRDA 

sEDEXXSICNMADE:13-DEG2~ 
510(k) SWM?iRY AUAIUBLE ?XX FDA 

DES?IcE:aJXANWANICtXFB~ FYIXWICNSYSTEMDRILLBITS 
SEDE?zLsIcN~:(M-DM;2ooo 
510(k) SUMARY AVAILABLE FRX liDA 

DEVIO3:HhKIM-AND~ 
SEDExx.51avMmE:2O-DEc-2000 
510(k) SBW+RY AVAIL7WZ ZFCM FDA 

DEVICE: PELVIC - THEIiAw 
SEDEcLsImm: 27-DEG2000 
510(k) SCBWBY AVAILAEU F'FCM FDA 

DEVICX: -0-R. ‘ICMCL-NXXWRXE, -t-r- 
SEiDDZISICNMDEi:O8-DEC-2ooO 
510(k) SU&WX AVMLAEXE FFCM FM 

DEVICE:CXKJMEDICSS~SY~ 
SEDECISICNIGDE: 27-DEG2000 
510(k) iXBMARY Am FFMX FDA 
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-- 
A!I!m:R?.?sTY sExmLTA 
4401FFtEmFuMIANEBLM=1 
SuI!rEiloo 
AIJSTDI, M78744-1832 

ox?cBI~, ln2. 
ATlNzNEALEFEAFNX' 
3055KENTAvE. 
WEST -, IN 47906-1076 

axz.mwm-m 
ATm:Dum.DV~ 
9085Fcxnxmsm 
-, a 95747 

ozx?E-m om?. 
Alm:wllL FISHER 
463oxxJlH ARVILW,SUITED 
LAS vEE?!s, NV 89103 

CRI!EXBIOPBYSMGMEH 
A!rm:AKr WARD 
962 A.Luxm Law 
ARBLUI E5CH, FL 33572 

-, Itc 
ATIN:cHEITyLLSBEA 
11065 szFmNIomcr. 
SANDIEGQ,cA92X?.l 

crIPFrsY~, INC. 
A!rm:- sJQm4sm 
810 INI0N!XCN DR. 
m, M 37932-2571 

cYBFxmE mm, IK. 
ATI!N:J.TERFX DRURY 
784OFuxwEum ., BT..cG. 300 
srn?rE 320 
l%TLANm,G430350-4889 

- -IEs, INC. 
ATI'NzCXX?lXNJPETERS 
784OIxsmixm.,~.m 
sUM!E 320 
-, GA30350-4889 

510(k) m: KM33716 
Pf-KNENo: 5l24v%51co 

510(k) IW: KM1785 
Pf3INElKl: 765-497-3355 

510(k) rXh KCQ3781 
PH.XEiI?J: 91c677-1900 

510(k) ND: KCXI2614 
PI-KNENJ: 702-253-1344 

510(k) m K993641 
PKNEBKI: 813-287-2382 

510(k) NZ)z KC03050 
PKNENO: 858-45&7419 

510(k) W: KO03241 
PHXEPJD: 865-218-2522 

510(k) NX KC02984 
PIXNEND: 770-352-9540 

510(k) In KC03257 
F53XEm: 770-352-9540 
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510(k) iTmmm?r 

DEvIcY3: SrJx1s1s ~VASUJURPATCX 
SBDEcIsICNFADE:27-DEC-2ooO 
510(k) SUWARY AVAILABW FRX FDA 

DEvIca3: clzmxwm +vAFuA-II" ND:Yw LASER SYm 
SEDEXZ!ISICNbNDE:2O-DEZC-2ooO 
510(k) - AVAIUBLZ = FDA 

DEVICE:ADVEWI'lXPL?WTSYSTEH 
sEmIcNMADE:O8-D~2ooo 
510(k) SllaaQlIENT 

ma%I#rmwmR,m2;WZER,~3 
SEDECISICNMADE:U-DEC-2ooO 
510(k) SNMAFW AWIIAEXZ FRM FDA 

DEvIu3:-I~uNITAND~ 
SEDECISICNM7+DE:26-DEC-2ooO 
510(k) SUMiRY AVAIUiBU m FDA 

DEVIU3:EXXl?PEl!SCANNER 
SEDECISICNMADE:13-DEG2OOO 
510(k) SUMGFtY AVAILABW FRX FIN 

DEVICE:J!W400-~ b5ZlTXN;EiC6QO~-~~CN 
SFlDEmSIcNMADE:18-Dx!-2OOO 

510(k) SUMARY AVAILANZ FXM FDA 

DEVICF,:E%KWODESK?OPPiWIEWF STATICN; EcH6oo CARE pFcwIDm SIATIm 
SEDECISICNXADE: 22-DEG2OCO 

510(k) SMGFU AWILABUZ FXH FDA 
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DADEW,lNZ. 
DF93A 

ATINzcA!mYPa?AFr 
P.O. E?X 6101 
GL?cxl3Bux. 500 
NIMKRK, DE 197146101 

510(k) r.0 KOO3209 

FENEND: 3026316280 

-a3Rp. 510(k) m: Koo3598 
ALT B IAB, 4occ, MllEL 0684-000319, -320 

ATIN:Jo7wN ICLF PI-KNEKI: 973-2444123 
15 LAWDR. 
n,NJO7W4-3206 

LYMSL, Ire. 510(k) E30: KM33790 
5552oo0, 5552001, 552002, 5552003, 5552004, 5552005 

ATlNzLucINDALm Pf-KN!SNi): 401-463-7000 
SUBSIDIARY OF C.R. BARD 
loo S(XXAEJOISSGI[T - 
cl3msKN, RI 02920 

DAVCL, INC., SUB. C.R. BARD, IW. 510(k) I0 Koo3674 
,L-HmKTIP,(=cRBITrspAIu[LA'I?p, NEEDLETIP,BALGTlT 
m:mc- PKNEPJD: 401-463-7mO 
1OOwm 
-, RI 02920 

DEzvmL sYm.ocM, INC. 510(k) NZ): HXQ925 
ATIN:- DOI- ETx5JE.m : 
1187 TNHXXIH TRAII, 
-, J?L 327% 

DEFWpIL+;IcMED 
ATIN:FFaNK MASS 
325 PAWIKXM DR. 
RAYNBAM, MA 02767 

510(k) m: KM32733 
PIXNENO: 508-82&3704 

DEPuYopAEDIcs, INC. 510(k) m: Koo3421 
~MX!IAJAREWIZ FENE m : 219-3714944 
700cxumP~1csDR. 
P.O. Em 988 
vARSm,IN%581a988 

DEwYoFamPAEDIcs, INC. 510(k) 1\10: ml738 
ATINzM?&XAJARENlZ PENEKI: 219-371-4944 
P.O. mx 988 
-, m46581-0988 

DEvIaz:uRlmoPImES(oPI)zscmfmJFLM~~,~m. 

~DECISICNMADFzO5-DEXh2COO 

510(k) SUN?iRY AVAIIXXE m FaA 

EfEVICE:DVllTASOOPEPfaDFILF: 8FR.ALTBIAB134CC, DA!fwalmm8FR. 

SEDEXISIONMADE: 21-DEG2000 
510(k) SU@!ARY AWGLABKE FElcM FDA 

DEvIa: DAK& x- LxwcamPIC lRRIGA!mat SYm, MmEfLs 5551oo0, 

sEDlXXSICNb!?GE:22-DEYZh2OOO 

510(k) SUMARY AD FXM FDA 

DEvIa: NEzmT- RExEAKm ~ICXL,NTMHWWS:J-HXXTIP 

sEDXXSICNMADE:~D~2000 
510(k) S AVAILXU F'F0d FDA 

DEVICE:CX&BLU~LIWl' 
~DECISICNM?iDE: 20--2ooO 
510(k) smtmmr 

DEvIa: siul+aT OCCIPITOClEIiVI m-c (ax) SPIMIL SYm 
sEDE!CISICNM?iDE:15-DE&2OCCI 
510(k) SUMARY AVAIUBTZ FX24 I'DA 

DEVICY3:DEFUYCX3I%24SY~ 
SEDECISICNMADE: Ol-DEG2CCO 

510(k) SU#&RY AVAIUBLE FXM FDA 

DEWICX:DEFUYREsIIJRE cxa!mBI~IcsoFTTIssuElMpLANT 
SE DECISICN WE: 27-DEG2ooO 
510(k) SWMRY AVAILABU m FDA 



-ADDRESS LJIslmzmm-m (9 510(K) - OR 510(K) - as-JAN-2001 
FCRFIN&DECISICNS~ DuRING~pERIcD01~2000~ 31-DE?Z-2000 -9=8 

DEEW~~ICS, INC. 
ATIN:- - 
P.O. Em 988 
wAwAw,IN%581-0988 

510(k) m: X003523 
PKNEN.3: 219-371-4903 

DEKJYc.z?ImP~Ics, Itc. 510(k) m: KOO3797 
ATINz&!AlXIAJ= PHXE~: 219-371-4944 
700 ORlMXAEDIC DR. 
P-0. Kx 988 
wAmw,IN%581-0988 

DHDH!zzE~(=cRp. 510(k) f33: KM32768 
ATIN:LAKREKZ WF,INSI?XN PFKEEND: 3X-363-2330 
mmD1mST. 
-, NY 13163 

DIXIUXTICm(XRP. 510(k) m KC03372 
me 
ATIN:-MIEIVINE 
5700 WEST 96’lH ST. 

EXNFZNO: 310-645-8200 

II=6-, (3990045 

DIXIWSKCC!SYSl?MS~, 1510(k) NX KC02128 
Am??: MICHAEL (RuslY) NICSR FHZNEIW: 281-332-9678 
445 ImmxL~BLvD. 
WEBSIER, TX 77598 

DISUKb==Ia !tmmXCGIES,510(k) Wz KOO2783 
ATlN:-SKAHAN FKNEN3: 202-637-5600 
-mm 
555 - fiimEE2, NW 
-, DC 2coO4--1109 

DISCO-O-!IXZ-iMEDICAL TKmXXGIEs,510(k) Kx KM33212 
ATIN:-SKAHAN FTENEW: 202-637-5794 
-mw=E 
555 - b91mm?, NW 
-, DC 20004-1109 

DIXG-CLTELHMEDICZ TtmmXLGIES,510(k) m: Koo3215 
IM NAIL") 
m:-SKAHAN PHXElNo: 202-637-5794 
-mspuAliE 
555 - L5aREE2, NW 
-, DC 2OGO4-1109 

DEwIcaeDEEwPINmcLB --UJPLINERS 
sEDECISIcNMiWE:13-DEKL2ooO 
510(k) SOt+GRY AWILAELE FKM FDA 

DEWICE:KXAIMTK!FusICNNAIL 
sEDlXZSIUiK4DE:15-DEG2OOO 

510(k) S&WARY AVAILMUZ FXY4 FDA 

DEVIcE:ACFQEUA 
sEDEXXSIcN&?XZ: 05-Dm2Qoo 
510(k) !XWARY AVAIIAKE FKB¶ FDA 

DExctcE: - mea SENSITIVITY CfP, I?4wLME2mHIQIsENsITMn 

SEDEcISICNMADE:26-D~2CKI 
510(k) SLPWAFU Am F'KM FDA 

DEVIQE:XITVE INHEXN-AELISA,MxlELDsG1(F28100 
SEiDECISICNM?QE:O5-DEG2CGO 
510(k) SMGRY AWUIABLE FXM FDA 

DEWICZ:J?IXICN~ NAIL(FIxImILNAIL) 
SEDEKZSICNMADE:05-DEK!-2ooO 

510(k) SUHWY AVXUAEiW F'KM BTXi 

DEVICZ:FIXICN~MuLIpx SYm ("FIXI~ IM NAIL") 
SEDEKzISI~~:28-D~2m 

510(k) SUMAFfY AKUIABLE FKM FDA 

DEvIa: Mzxa?I~rn OJ? FTxIm - MIILING sYsrR4 ("FTxIcN 

SFnDEKZCSICNMADFi:27-DEG2OCXl 

510(k) StMW?Y AVAILWLE FK&i FDA 



mADDREssLI-mm- 
FtXFIN&DECISICNS 

EQDXEDR (SE) 510(K) SM+ARIB CR 510(K) m 
FamDERm~?HEpERIcoo1-DEc-2m 'IHRXGH31~2ooO 

DFt?GfBMEDIZlNEXHNX~ 
ATIN:JIM Bs!EmAN 
3136~wmm?iD 
'IELKRD, PA 18969 

ELcas, LTD. 
ATR?:mN L&x 
10 HAYOZMA sl!., P.O. Enx 170 
m-, 

lmxxE~Ics, Ix. 
ATIN: J.D. = 
98uo l6lcrRIc BIND. 
AUSI'IN, TX 78758 

EP Tl3cmmaIEs, INC. 

lnlN:c.nRI~ KM!3 
2710 CRCWAFQ F?Kh'!f. 
SANJOSE, cA95ll.3 

Elucz-lJATxx?, IN!. 
A!rm:LAFm EQTRMXX 
22705 SAVI RAN23 PAFUGWi 
YaBA LINDA, a 92887 

EscxcNMEDIcAL(x%Ip. 
AlIT?:- Hr.mma 
244OSum-I17PmlYmEm 

FmIaN~, Jim. 
3. HPO52. HFO53. I-W@7 
AiTN:&ANN’~- 
4545 cxEEKRD. 
-, OH 45242-2839 

510(k) No: KM)3067 
FFKXEN3: 215-721-5400 

510(k) m: KCx32616 
EKNEKI: 856-468-1000 

510(k) ND: Koo3264 
E-DJEIKI: 972 485 63666 

510(k) N3: KOO2941 
FTDEID: 5l2-832-9500 

510(k) NX KC03452 

PFKNEPD: 409-895-3526 

510(k) ND: -396 
PKNEN3: 714-283-2228 

510(k) m: KCXX920 
PFKNFdlKl: 8m-433-8197 

510(k) In Koo3170 
IFlsmEm: 148 9.58 1182 

510(k) N3: KOO2906 

FNNEbD: 513-337-3468 

1~2001 
paseg 

S.EDEcIsICX'INADE:l.3-DE&2CCIO 
510(k) SUNARY AVAILMU FXM FDA 

DEWICE:EXBXRICMXXLITYFtASCALAND~~ 
sEDEcISICNMDE:ll-DEC-2C00 
510(k) .?XWEmm 

DEVICE: QE?s/EpGs/Mxz) -mAPPLI~~m--cN 
SE DECISION MDE: 21-DEG2ooO 
510(k) SU+HFtY AWILABLE FXN FDA 

DEVIcE:MXAWL4RPLA!fES 
!sEDEaSIcNMAlx:o4-DEcr2OOO 
510(k) SUNmY AVAIIAEU FX'M FDA 

DEvIcE:pckARIsx~, lcmEL 7Ocm,700lD,7003D,7OO4D,7co5D,7Oml 

sEDM=IsICN&BDE:O7~EG2WO 
510(k) SWMRY AVAXAW.E FElcM m 

DEvI~:-m,ALPHAscREENm 
SEDEXCSICNMDE: 27-DEG2ooO 
510(k) SXNmEm 

DEXICE:MFGAVISICNCPX,MWWISICNFA,MXXLIAM) II 
SEDEXXS1CNMhDE:18-DEc-2000 
510(k) SUMARY Am m FDA 

DEVIcE:WEdMICN?DRY'E-MICW 
.sEDEXXSICN-WE: 15-DEC-2OCQ 

510(k) SUMARY AVMIABUi FRX FDA 

DEmcE:uLTR?cts1cNIr3mwNIcscatpEL SYSTEN#MmEuGmO1,GmO2,Gml 

SFaDEXXSIoNMADE:15-DEC-2ooO 
510(k) SU+!ARY AVAIUBLE FRX FDA 



-ADDRESS-malRH- IQJXQWC (SE) 510(K) - CR 510(K) - 
FciRFINALDExxS1atSREzID~~3IIEpERIcD01-D~2ooo~ 31-D-2ooO 

X-JAN-2001 . 
Page 10 

EIwcIN, INC. 510(k) IQ: KOO3587 
ATINzGFGiCWYRXNES PKXIEID: 9m-21a-2481 
P.O. Klx 151 
~,NJo8876-ol51 

FLXmXSESXSEm. 
A!rIN:!tKms axwELw 
26OMEzwN!cS!r. 
NEwwIRypcFIT, M?i 01950 

510(k) m: KOO3582 
PIEN!ZND: 978-499-3900 

FWICNA D.D. 
ATrN:Mxc4vALJAEc 

a, 

510(k) m KOO2E84 
FKNEbD: 386 151 11215 

l5ESXUS mIcAI CmE m AMERI510(k) IQ: KOO2761 
ATlNzAKlMJREJLINS~ FKNENJ: 7811202~9068 
95 HAYDENAVE. 
lw3LEzxaan~ 
LExImKN, MA 02420-9192 

?Fmsmlm MEDIaL C3D.E IXXUl-l MERI5lO(k) m KOO3445 
# laYxL 04-95oG2 
A!em:ARmuR Em PJXNEIW: 781-402~9068 
95BbYDENAVENUE 
W, t-%-i 02420 

GEiMEDImLSYt!xEMS, 
A!lXN:D DWWTEUR 
P.O. Enx 414 
l.mMMQZ, WI 53201 

m. 510(k) W KOO3849 
pH3NEKl: 262-785-8219 

03hmmxL IMxrslRlEsFTY.La). 510(k) ND: KOO2803 
ATm: GEma O'NfaL FFDEIW: 618 93881991 
2OOCWFMXULAVEi. 
-, pEF(M, 

GRAHAMERIcAN-, INC. 510(k) m KDo2999 
ATIN:ZNtXNYJDIMEWXIRIO PIDEm: 262-37M227 
2225 IlAxoTA DRIVE 
GRAFJKN, WI 53024 

GRAwAMERIc?wsulwRE, INC. 510(k) PJD: KOOXXX 
ATIN:AJDIMEIILXTRIO PKNEbD: 262-375-0227 
2225 DARYIR DRIVE 
GRAFXN, WI 53024 

DESJICFi:CUXGLIDEFWCISICNBIKURDEVICE 
SEDECISICNMADE: O&DEC-2ooO 
510(k) SUWARY AVAIUBLE F'XN FDA 

DEwIcE:FlmDsmmFLulDDELIvERySY~K41ELFs-o1 
SEDFXISICNb!ADE: 05-DEC-2000 
510(k) SUMGsRY AVAIMBLE FFUX lQA 

DEvIc3x:PARADIGM--yAmAsE ND:YAPLASERSYmAND- 
SEDEXXSICNMADE:O4-DEC-2ooO 
510(k) SUM%tY AVAILAXZ FFCM EIlA 

DEvIcs3:-- F7NR, FFmR, F7oIwHEzal~zEFLs 
sEDECISICNM?iDE: 04X%!-2ooO 

510(k) SC&MARY AVAZABLE FXM FaA 

DEXtCEi:lWZXWXSVIRALBUXXIIG --m-msIS 

SEDECISICNMADE: Ol-DEG2ooO 
510(k) SMGCZY AVAIMBLE FRX FDA 

DEWICE:GEADVANCZ NxIP!zTsYsrE,M 
sEDECISICNb?ADE: 22-D-2000 
510(k) SOMAFtY AWGMBU FRX FDA 

DEVICE: THE O'NEIL SIERILF: FIELD--KIT 
SEDECISICNMADE: 27-DEG2000 
510(k) SCWWY AWULABLE F'FCN FDA 

DEvIa: - mmsuIuRE 
sEDEXZtSICNMADE:1a-DEG2OOO 
510(k) SUMARY AWUIABLE FRX FDA 

DEvI~:~NYLcN-- 
sEDJXIS1cNMADE:1a-DEC-2000 
510(k) SWGRY AVAIUUXE l?FCM lQ?i 



-m~LI~E%R~RH~~ (W 510(K) - CR 510(K) - 
FKXFINALDEXXSICNSRFNXREDDURINZ lHEPERImo1-DEs2m~ 31-DEr&2000 

GRN4sAMEF!I~swIuRE, IIE. 
ATIN:ANlKNYJDIMEXUWO 
2225 -DRIVE 
GRAFTIN, WI 53024 

(LREtER-, INC. 
ATm:GERAm FRlxsml 
639 NWAY -, N.E. 
P.O. Em 800 
mmR,Nc2a645-o8oo 

GYmSMmIc7+LLTD. 
A!!xN:DAvID KAY 
FolxmlNRD., ST. I4fxKNs 
(=ARDm, 

H.S. mI'I7iL SERVICEi S.R.L. 
A!rIN:LJx!Io IMPRYIA 
131 HIQWiY DRIVE 
saTM~,crO6073 

H.S. IGSPIlZ SEFWICZ S.R.L. 
ATm:ILK!Io - 
l31HIGWU~ 
sxm~,cr06073 

H.S. -ITiT., SEWICE S.R.L. 
ATm:LwIo lIMPFan 
l31HIGFMWDRIW 
smH~,crO6073 

H&ND JIrmxarm, lx. 
ATm:AL WEtI- 
19526 EAST LpJ(E: DRIVE 
MIAKI,n33015 

HAbmmc%m33pED1cGFsYJP,INc. 
AlTN:LxlsEm - 
2BFMEsDAmm 
BicmESm,m2Oa14 

HARDYDIXI'KMTCS 
AlrlN: l4ELzxAM~, PAZ! 
1430 mm MXICN L?mE 
EzAtm4 l.fmIA, CA 93455 

510(k) m: KOO3001 
FRXEND: 262-375-0227 

510(k) NX KOO3195 
F?ENENo: a2a-754-5327 

510(k) m: Koo3569 
Pf-KNElND: 440 292 0776300 

510(k) No: KO02944 
EKNEND: 

510(k) N: KM32946 
RENEW: 

510(k) m: K.002947 
PKNENJ: 

510(k) IQ: KM)2775 
PICNE~: 30543293437 

510(k) NZ% KM31669 
PI-KNEN3: 301-2ac-4528 

510(k) No: KOO3532 
PI-KNEEX): 805-3462766 

DEvIa:-sILK-~ 
sEDEc!Is1cNmDE:15-DExz-2Oco 
510(k) StMWRY AVAIL?CW FFCM EzlA 

DEVICE:~SKIN~ SYm,mELGT-IT,Gr-IC 
SEDECISIDNMX)E: U-DE%2C00 

510(k) SC&MARY AWUABLE F'RX FDA 

DEVICE: -c - SYm 
SEDECISIoNt@DE:19-DEZ-2ooO 
510(k) SDWMZY AVAILABU FficM 

DEVICE:PRFZISABIOPSYNEEDLE.i 
SFtDEtzIsIcN~:1~2m 
510(k) SUbWiKY AVAXABUT FfdcM 

DEVIC.X:SILE!Nl'BIWSYNFZDLE 
SEDECISICNMDE:19-DEC-2CClO 
510(k) SUMAFtY AVXL?GLE FXM 

FDA 

FIX 

FDA 

DEWICE:BICEIC&ASF'IRATICNBIOPSYNEEDLE 
sEDEcIS1cNMADE:19-DEc-2000 
510(k) SUhMiRY AVAIWBLE FI8X.i FDA 

DFXtCE:DISTALVX?iRRADIUS -REPAIRsYm 
sEDEmsIcNMADE:o5-D~2cclO 
510(k) SUMARY AVAILABU F'FCN FDA 

DEVKX:HNUZR(XAtClXBAND 
SEDzIsIcNM?!m:c8-D~2m 
510(k) SUWARY AVAILABU FFCM FDA 

DEVICX:HAWlYDISK,CEFPCDQXINE, lC!MX 
SEDECISIcNM?iDE:l3-DEC-2ooO 
510(k) smmm?r 

X-JAN-2001 
=Q= 11 



suBMlTlERADDREssmmm~-~ (W 510(K) SlplMARIEs CR 510(K) - 1~2001 
FmFTNALDEms1asREmEREnDuRIm mEFmIm01-DEc-2ooorlmcm!H 31-DEG2OOO page= 

HXGDICA osTEmIa axP. 
ATrN:lcAREN ARIESMA 
59 Fcxrm 17 
z%LmmT& NJ 07401-1677 

HBMEDICa CGIEXTJICS axP. 
ATm:KAREN AmENMA 
59 KurE 17 
ATJBWEE, NJ 07401-1677 

HXNEDICZi cxim?arcs OmP. 
ATIrJ:IaREN ARIme 
59 FxmTE 17 
AT,UNXE, NJ 07401-1677 

HX!ZDICa c2iTmaacs amP. 
ATm:K.AREN ARlBPJm 
59 F&mrE 17 
ZXUNXLE, NJ 07401-1677 

HX%EDICa a9llKmcs ax?P. 
A!rm:KAREN AFaEMMA 
59 Rxn!E 17 
ATJXWCE, NJ 07401-1677 

-, INC. 
A!mN:- IQ434 
pDBox7ccJ7 
DEzmmLD,IL60015 

HYPERIm, Ix. 
ATIN:DzuaEL4 IQMM 
mEcx7007 
LxmmELqILm15 

IcSMEDI~ocwp. 
AlTN:DEX&!ARFBLtZE+l 
125 mDR. 
B, IL 60173-5329 

1GcMED1cazlw,m. 
ATlX:MICWiELJLEIGl 
lo437 IMXWATICNDRIVE 
m, WI 53226 

510(k) m: KOO1956 
EF?XEltKl: 201-760-8187 

510(k) m: KOO2923 
PFKMEND: 201-7-187 

510(k) rm: Koo3ola 
PKNEND: 201-7608187 

510(k) m IO003211 
PI-KNND: 201-760-8187 

510(k) No: KOO349o 
PKNENI: 2oi-76w3ia7 

510(k) ND: KOO2794 
PHXEND: 847-374-1727 

510(k) ND: Koo2795 
FXNEID: 847-374-1727 

510(k) m: Koo29a5 
H-KNElXl: aocL2a9-2150 

510(k) No: XXI3366 
PKNEKI: 414-258-3808 

510(k) m KOO1550 

A!l?tN:J.Am ' PKNEm: 503&a-5500 
389 OYsIm Fomc BJJD. 
socrmsANFRANcIsoD,cA94080 

DEvIu3:!llRIDm~~uJP 
sEDECISICNMADE:ll-DEtZ-2000 
510(k) SUMMY AVAIUGKE FRX BDA 

DEVICX:DYN?Q4ICJ0IIWDlXlWUXXII EiIammLFIxATImsYm 
SEDEXZISICNMADE:1&XC-2ooo 
510(k) SLRMARY AVAILABLE FRX FDA 

DEVIKlkTITANTIBIALm 
SF.DEXZISICNMADE:15-DE&2OOO 
510(k) SUNARY AVAILABLE FfXt4 FDA 

DEncYz:i-n?GmwIIMNAMIzATIayJDI ETlmcrIm FED-!KbKll axJPLm3 
SEDEXXSICNMADE:15-D~2OOO 
510(k) SUM4tY AVAILANE ET04 FDA 

DE!VIC%WtJSFtZDFIXATICNSYSl?EN 
SEDECISICNMADE: Oa-DE&2ooO 
510(k) SLMWY AVAIJABU FXM FlX 

DEs7Ia3:t,KDEL5oooMoL~-c?HEFvIpy 
SEDEcIs1mMmE:o6-DExs2m 
510(k) = AVAIUEUZ = FlX 

DmI~M=DEL~32OOt0WLAfX,~CTHEFWYSYSlBiS 
sEDECISICNMDE:O6-DEG2OOO 
510(k) ZXM%RY AVAILWLE EXtd FDA 

ma: IcsMEmcnL czaRIlREP~cHAKllRoAEsY~ 
SEDZISI(3N~E:U-DEXZ-2COO 
510(k) SUM4ARY AVAILAEU m FDA 

DEvI~:mEL545PHsERIEs:~~~~FLEX03IL 
SEDExxs1avMADE: 22-D~2om 
510(k) SDH?G!Y AVAILAEU FRX FDA 

DEVIClikEBTUL~cTSCANNER SYm;c-loo, c-150, c-15oLxEJoRGl 

SE DFBZISICN MADE: ll-DEC-2000 
510(k) SUWAFU AVAILXLE FRX4 FDA 



--LIsI?NGm~-~ t=) 510(K) 1~2001 
3HEPERIm01-DEG2000 

- CR 510(K) m 
FtXFINALDEKZSICNSRESDEXEDDURJlG THFCGH31~2COO page= 

ImEDIc4, INC. 
ATIN:FKx BIXEKC 
100 PSSUCAVE. 
-, NJ 0792a-2848 

510(k) NX XI03205 
PKNElED: 9734354040 

IN-LJNEDI?GMSMCSKRP. 510(k) Irx): KM31763 
KITNzrnLrn E33lEN3: 801-451~9an 
695 l@XE-I, 900 w!is!T 
Ifzmxum, UT 84037 

-fNmJEmLrn. 
A!mi:-SKAHAN 

510(k) hlD: Koo2l.35 
ET3N3N: 202-637-5794 

555 - tzTcmEr, N.W. 
-,M= 

-m. BHD 510(k) m: Koo2393 
ArIm:- AH-mu H-KNEPX3: 603 747 2434 
m 16, JALW EKTLAN U5/5 
E!AtKsRPmlRANsuBAEx;, 
SPLH ALP&- =-, 

--Cm =510(k) m: Koo2964 
KrlN:JcELS~ FFKNElNo: 301-881-9239 
ll605HlTm-mGpcGTLANE 
FWKVIUE, MO 20852 

-mm= snw!I.mIEs 510(k) m: wx)2384 
m:wILGIAM FKzEmxR FKNEiND: 843-224-0553 
1667AMARSHHAKlRLANFi 
MlxJm-, SC29464 

D-m 510(k) m IuXU.211 
ATINzJUDYFCXXUXN PHslIEm: 949-8546314 
la732 SAGINAW 
m.'aaz, ca 92612 

-a, INC. 510(k) m: Koo3040 
DELIVERY- 
ATIWMARIAEE%UlTLE PHXIECKI: 651-697-2018 
651 CMWS DR. 
En. PAuL,bav551l2-3495 

-cs, INC. 
ATm:Am? - 
651 CZMEJUS DR. 
ST. P?mL,~55112-3495 

510(k) m KKI3450 
Pf33END: 612-697-2076 

DEVICl3k-W~ 
sFlDEccsImzGDE:1~2OOO 
510(k) s121TIEMENT 

DlivIa: GRIT-LJNE l.sxmrm III (cm III) 
sEDEYxsIm~:2o-DEc-2ooo 
510(k) SUM?SY AVAILXKB FKM FDA 

DEVIC!Ei:~DI~~SClREENER 
sEDEc!Is1cNMADE:O6-DEc-2000 
510(k) SBW+RY AVAIL?mE Ffam FDA 

510(k) iTMm4Wr 

DEvIGz.:NEuFQII 
sEDExxsIcNbmE:19-DEc-2000 
510(k) StmmRY AD FXtd ImA 

DEVICE bSXXOXYGENsJi%XPS 
!sEDEcIsIcNMADE:1~2OOO 
510(k) SUMmY AVAIIAEW FKM FIIA 

DEVICX:ma EYELExmmm IaIl3uL E?iIm?rm- 

sEDECISICNMiXX:2a-DEC-2KIO 
510(k) SUMARY AVAILFBU FKM FDA 

DEvIm: m ~PARAMXNCEUIJARYBIS 
SE DECISICN KADE: 07-DEC-2000 
510(k) SWMRY AKUUBLF, FKM FDA 





-ADDRESS LLciTIEmcDIM- m (SE) 510(K) m CR 510(K) SIMWEMZ 
mFTNAT.lDEms1atSREmEREDlzuR.Im mFlPERImo1-DEs2Om !mFaYXH31~2ooO 

LcmmRIcm, m2. 
A!rm:- !cmEm 
53NcErmP?GAmS -RD. 
P.O. IXIX 724 
-, CT 06492-0724 

JENERIcm, INC. 
ATl!N:Atw4ARm lTmm3 
53bKmT-IPLAINSIMxTsIRIAtm. 
P.O. EXX 724 
B, cl? 06492-0724 

JENERIc/-, Ix. 
A!rl!N:- TmEFa 
53rnufipLAINs -m. 
P.O. Bax 724 
B, cl- 06492-0724 

JImERIc-, IrE. 
A!rIN:- TImaim 
53r#xmIm -m. 
P.O. KX 724 
-, a! 06492-0724 

-, IN!. 
ATINzW@REIfRWALlERS 
25OOBELLAVE. 
DESMXNES, IA50321 

510(k) m: x002815 
PKNEND: 203-265-7397 

DEVICE:GcBDco%IEH?YPREisaLDER 
SE DEXISICN WE: 19-D-2000 

510(k) SWM?iRY AVAILABU F'FCM FDA 

510(k) NJ: m2854 DEVICE:GcBDCIXEEosTsaEDER 
PI-DE ND : 203-265-7397 SEDFCISICNMADE:2O-DEG2OOO 

510(k) SUMdRY AVAILAEU lT04 FDA 

510(k) tQ: KM33037 
FT-KN!Im: 203-265-7397 

DEVICX:J'EMELcAsTIII 
SEDECCSICNIWDE: 05-DE&2003 

510(k) SUW?@Y AVAILMU Ffam FT.% 

510(k) m: KC03039 
PHXEIW: 203-265-7397 

DEvIc3:axBaxFl II 
SEDExxsIcNf:O5-DExs2OOO 

510(k) SWM?W AVAIIAEU FFCX4 FDA 

510(k) mz x03228 
PfD?EPD: 515-244-1212 

DEVICIZ: K-DEFIB- MfJL TLTlxKmm mIA!rRIc! ELLanaa, MmELKDP-70A 
SEDExxSI(sNbmDEt:14-DEc-2cm 
510(k) tTTxmmW 

IABYECTLABX-l?ECWIK- 510(k) Ex): xM)3056 
4202; - BIOPSY NEEDLE 32218 
ATlN:- AT.mEaa ETXNEND: 055 il.50 5010 
WILLI-EICHLER~. 25 
-, 

LAmREmavMEG.,mz. 
ATm:JIM - 
340 LAKE HAZEUDE DR. 
-, .s 55318 

510(k) N3: x003483 
pHI\IEhD: 952*5111 

510(k) N3: Koo3147 
mCW 
AlTN:PAuL IwTAFaIEpLN 
3052 - DR. 

1 I 

PKNEMI: 403-943-0636 
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Page 15 

DEVICE: - BIOPSY SET 324102-324108; Ch'ARIX BIOPSY SET 3242OG32 

SEiDFCISICN~E:13-DFXY-2ooO 
510(k) SU+!ARY AVAILMLE FTUX FDA 

DEvIa: MzlxFlm HiYDmPHILIc! aYam - t--=w 
SEDECISIcNl@DE:O6-D~2ooO 
510(k) SUMARY AWUIAEQX FIlcM FDA 

DEvIcE:LmASERIES~I~LAsERSYsTEM(SLsERIEs, m:YAG OCNFIGURA 

SEDECISICNM?!DE:15-DM3r2OOO 
510(k) SUMARY AVAIIABW lWM FDA 

SAN JCEE, CA 95l34-2011 



~~LI~EclRcnFu-I~ 
FCX?JXN?iLDECISICNSRENDEml 

m (SE) 510(K) S Cw 510(K) +%WENXm 
cuRIrGmpERIceo1-D~2m TXXXZH31-DlG-2C0O 
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LES-IRESBLANMARD 
WD-c) 

510(k) NJ: KOO3161 
arJTprrrLENsmmWEAR((zeARAM)m 

iTIN: XHNMS-IK PKNEND: 3x2-553-0828 
203 N. -, SUITE l200 
cmcAM3,IL60601 

LIFEsaw, INC. 
ATIN:MARY EzLENHgDEN 
l@XJ GlZRAXAR DR. 
MILPITAS, CA 95035 

510(k) m: KM31441 
FT-KNEW: 408-263-9789 

MlxmMm. m-2. 510(k) m IQ02569 
sI1J;LE -mE HYKxlmc ExRImEs 

zsrIN:Mxl-mLL~ l3-3m.E xl : 800-282-5652 
2(xAmNcEPL.,#l2 
SAN -, CA 94107 

MARINE- -IES, IIUC. 510(k) N3: KOO255.0 
mSEs10 FJ.NKmsmIN RTENE m : 978-777-2950 
107 l4RlrER SC. 
Il?wms, MA 01923 

l4ED-m -IEs, Ire. 
ERBIDZ 

510(k) m: Kooo714 
-ma 

ATIN:m WWD mm3m: 813-645-2855 
962 - ImE 
AEULW EERUi, EL 33572 

Z+TIN:-A- 
510(k) m: KC03110 
PI-rxEIw:2l5-2564201 

1499DELPDRIvE 
HiaLEx-, PA 19438 

MEmcziLz!DvAwm,INc. 
ATINz'lXMSElYNE?S 
10437 lINMXWIm DR. 
MIWAWEE, WI 53226 

510(k) fJJ: Koo3144 
FK.NEIW: 414-25a-3808 

MED1aLTiDlmas,m. 
ATIN:MI~ LFIGH 
10437 zlNmmrIa?DR. 
-, WI 53226 

510(k) m: Koo3685 
PIKNEW: 414-258-3808 

MEDICXL D?zsIGNS L.L.C. 
xrIN:PAuLJcm Am 
213 Em?sm DRIVE 
BFv!NKN, SD 57005 

510(k) m: KOO2970 
PKNEIU3: 605-376-6coa 

DEVICE: - MULTI !iltxIc ASPHERIC(MULTIFtXX) (HIOXIFILILlCNB)SOFl 

SEDIXISIaJMADE:15-DEC-2OC0 
510(k) SUMARY Am Fx2.s m 

DJiVICZ:.SATURN'EHMI) GLtKmE-TESTSCRIP 
SEDEcIS1cNMNX:1t?-DEc-2000 
510{k) SUMMARY Am FEMM FDA 

DEvIm: B IlusuLm-AND-s~sEINsuLINpND 

SEiDEXXS1CNMDE:12-DEC-2000 
510(k) SUM4RY AVTUIAEU FXM FDA 

DEVICE:RDHBANDXE 
sEDECISIoNMADET:2CMEG2ooO 
510(k) SINmmr 

DEVICE: -SAFE BLL3m -asGTAND l%xuFuwsAFEmHHD 

sEDExxSIa?~:21~2ooo 
510(k) SWKhRY AVAILAEU FFCt4 FDA 

L7zvIcE:mBI--LINE 
SEDEmS1mM?DE: Ol-DEic-2Mn 
510(k) SUWARY AWYUABLE FXN FDA 

DExIcE:mEiL2osaz-64:PAmiAYMRI -ARRAYmIL 
sEDFXXSICNN?iDF,:13-DEC-2ooO 
510(k) SC&NARY AVAILM?U FFW FDA 

DEVIE: MXXL 34cxs64 HIGHIiEscBullIcNBRAINcxllL 
SEDEXXSICNNADE:22-DEc-2000 
510(k) SUMWY AVAILABU iTCt4 FDA 

DEVIE: mm FmTSY~F3mcLll-9901 
SEDECISICNM?+DE:l2-DEG2OCO 
510(k) SUMARY AVAIUmE = FDA 



-ADDREss~~cllRH~~ (a) 510(K) 
lXRFINALDE?XSICNS 

- CR 510(K) m 
FummRED~?HEPE!RI~ol*2m lFlRXXH31-D~2COO 

xi-JAN-2001 
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MmIaiLFmE?mx~, -10(k) N): KM)2232 
ATl!N:xEL! CRTJNSKY pH=NE ND : 847-520-0300 
1ooOi%BURYDRIvE 
m-17 
BuFFALoczfxxE, IL6ooa9 

IkIN: iJlsxkL -’ ’ ‘FT-mEm : 33c226-6311 
l23aAtmnww. 
V, NC 27215 

MEDTKNIC -aANEK, INC. 510(k) Ex3: K.000641 
Alrm:RI~w- PIXNEND: 901~39G3l.33 
18ooPYRWIDZ?L. 
t+mQHIS,m3al32 

l@DECNIC sUFGIa NAVImCN -10(k) PJD: KOO3201 
A!I'IWFCNMDKSMM'H PI-KXUNO: 720-890-3200 
826 Qw, czmx cxFtC!m 
XWXXULE,Q1)8M327 

MEUECNICXCMED 
ATIWMAlUTNDSARZNT 
6743 ZXXEIRDINI' DR. N. 
m, FL 32216 

510(k) W: KOO2224 
PfCNFlID: 904-279-7586 

MWI!KNICXCMED 
ATIN:DIAt'RFRESTCN 
6743 -W DR. N. 
-, ??L 32216 

510(k) rJc): KO02972 
PENEIKI: 904-3324959 

-c, lN2. 510(k) ND: Koo3724 
IVESUW??CE,MXYELSCZ41ANDC'J341-B 
pITIN:- I3x.M SFlBEM3: 763-391-9100 
76OO~DRIVB 
-s, m 55428 

MERIT?+¶EmxLSY~,~. 510(k) m: m307a 
A!rlN:- KXIX PHCNEIKI: aOl-208-4404 
16OOwEsTMERlTI-TWY. 
smI¶-l~,ur84095 

MERTTSHEALW pficwcrrs., INC. 510(k) ND: KM33815 
A!rIN:wINsrcN ANDERSON pH=NEID: acG96%74a7- 
P.O. EXX 150356 
CAEE omAT.8, FL 33915 

DEVICE:~ 
SEDECISICNMADE:O6-DEC-2CXIO 

510(k) fmftmmr 

DEvIcz:vEmIcr IITx/ax/oPI/AMP,vEmIcMI mc/ax/oPI,vEFmcrII 1 

SEDEXXSICNMiDE:22-DEC-2000 
510(k) sli4TEKENT 

DEvIa: (I) I-KXUZCN SPm SYm 
SEDEYzlsIcNMADE: 22-DEG2oco 
510(k) tfXM44Z AVAILABU FRZM FDA 

DJwIa:m-m--m 
SEDECISICNMDE!: l.2-DEC-2000 
510(k) SWQRY AVAILABU ERX FDA 

DEVICFA:XPS3OOOSYSTEN 
SEiDEmSIaiM7mE:O4-DEs2cm 
510(k) SUM?iRY AVAIIABW FFrX FDA 

DEvIcl3: - ~GELENTSUFGI~~~ 
SEiDEcr.S1mM7mE:15DEc-2000 
510(k) SLMlARY AVAIUCCE FXM FDA 

DEmc?z:~xp~IopLEx;IA~ SYsllEMwrIH - BI(cyy=I 

SEDJXISICNWhDE: 21-Ds2000 
510(k) SLWARY Am IXM FDA 

DEKCCE:MERI!T-DEPOT 
sEDEms1mMADE: xl-DE&2000 
510(k) SWNtKY AWIL7+BU LXX FDA 

DEVICE: mvEL EASE ELEcrRIc Saxnm,MmELPIa+EER 
sEDECISICNMADE:27-DEC-2000 
510(k) srAnMEm 
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bfm?wmmc SmxaiL m'vrm, LLC 510(k) m K991O93 
lYl'IN:-Gm Et3JEhD: 412-826-5xX) 
66OWILLIWiPITTW 
PD, PA 15238 

MILWEST R.F. LU.! 
A!rm:RALPHsHAsH3IAN 
535 - DR. 
P.O. Brlx 3% 
mEmAND,wI53029 

510(k) r0 Koo3O97 
PHXEiND: 262-367-6925 

MllM%ST R.F. LJX 
ATm:l?Jsrnis~m 
535 - DR. 
P.O. Kx 350 
-, WI 53029 

510(k) fJ3: KOO3386 
F5xsEN3: 262-367-6925 

rnBIcMEDIrn,INc. 510(k) E1D: KOO3143 
ATm:JERFw KAENI PKNEND: 909-621-7646 
36OEAsTBXIlAAVE. 
-, CA 91767 

lm,T'r MEDIA rm?mL sysms, IX. 510(k) ND: KO02425 
A!rm: cxxxr P FWXEiND: 877-770-8514 
1302 WCYDR. 
X6WELL,GA3C076 

NEXANLTD 
A!rtwDAvIDLmsT 
laol~ PIKE 
surIE300 
F&mVImE,m20852 

510(k) tQ: Koo3520 
PKNEiND: 301-272-3113 

NIPF0MEDIcaLawP. 510(k) m Koo1%5 
!lIRsAND-SET 
AlTN:FUCXARDDEfLISS,JR. IiFKNEm: 954-385-1690 
510 m DRIVE 
Mm!, FL 33326 

mtsxcmsK -m IX 510(k) No: KM32403 
ATIr?:MI~ BARJmsH FT-KNEIKI: 201-847-6451 
loo - clTmrER SuIlE2oo 
-, w oa54ts7810 

NWLEARDIZGXXITCXAB 
m:JIM I-KMWD 
ll8ooBALTIMX?EAVENUE 
SUITE 105 
-, MD 20705 

510(k) m: Koo2782 
PIfmIEm: 301-623-2500 

DEVXRHSD-BASXET 
SEDEXXSICNMADE: 21-D=2000 
510(k) SWMRY Am FRX FDA 

DEVICX:EWiINUXL,~EL9aOOG&64 
SEDECISICNMADE:2a-DE&2OOO 

510(k) fimmNmT 

DEVICE: SpEclpIL- HEADo3IL;McoEL#llOCKS64 
sEDEC!ISICNMhDE: 28-DEC-2oCQ 

510(k) ZTlMmmT 

DEivIcE:z4numnMBLADEs,m~MBlol 
SEiDECISICN&!ADE: XL-DEC-2ooO 
510(k) SUMARY Am m FQA 

DEvIcE:MEDIADENTHD~HDxsPxRAYsENsoR 
SEDEXXSICNMADE: 21-DEC-000 
510(k) S AVAILAEU FFC2.i FDA 

DEvIm: NEXAN SYm, KDEL Nx-300 
SEDECISICNMDE: l3-DEG2OOO 

510(k) SUW!RY AVAILABZ FlX?d FDA 

DEvIcx:NIPF0Euxm!nJEmGmmHFMILIALYsIsm~~ 

SEDECISICNMADE:O5-DEG-2000 
510(k) SUM?GtY AVAILAEU FflGM FDA 

DEVICE:~31DIWNEXDLE 
SEDExzISIcN~:oa-DEc-2ooo 
510(k) SUMAN AVAILABU FEWM FDA 

DEVICZ:HERMESHDZQAQSITICNSIWICNANDHERM!ZSWXKSCWICW 
SEDECISICNMADE: 05-DEG2COO 

510(k) SUMW!f Am m FDA 



-ADDREssLImmm- EQJWAUW (SE) 510(K) SUWGIES m 510(K) m 16-JAN-2001 
FtXJ?IN?iLDECISICNSRENXRED lrxJRIzmPElumo1-D~2ooo THPCmH31-DEr-2ooO -9= 19 

m-m 
66,1a9,067 
ATm:F$xERT APPLEmw 
7OEoamJMBIA NI!E?&UDFUVE 
amMBm,m21046 

NllMED, INC. 
ATlN:NIa-lEUER~ 
288oMAmsT. 
IXRINKN, NY I2965 

NumD, INC. 
m:NIa I.AFLEm 
2aaoNYcNST. 
HXKINXN,NYl2965 

axwIC~I~~,INc. 
ATlN:WILLlAMM~ 
aoo5isBANNm~PARK 
IN. 
ArM-IIx.N,KS66002 

axN- 
A!IYN:JMDUVND 
2BISRUEDu UX@NXN?PU 
NEuILLYsuRsEINE, 

ATlN:MIa-l?EL! iz+MwaL 
3l31hlcTrmIANE 
n?vlx, TX 75063-3104 

OFTIm -, IN.2. 
mGAwJSYRIbG 
76l5GXDEN @ItRmKa DR., 
SUITEA 
EDENpRAlmEi,m55344 

CwSDrnLID. 
ATIN:- FE?ImmN 
117 AHLJZW ST. 
RA'i4lmNN&, 

czmsmu3 !LBxmxmm, INC. 
ATIN:R.SPM NIEDBALA 
1745 EXIW AVE 
V, PAlaOlE?-1799 

510(k) NZ Koo3270 

Pf-KNENo: 410-312-4100 

510(k) N3: KC03276 
FJFKNEi m : 315-328-4491 

510(k) m: Koo3643 
FKNEN.3: 3x-328-4491 

510(k) ND: Koo2951 
PfXNEN3: 9l.3474-2ooo 

510(k) mz Xx32927 
FT-KNEND: 331 472 21630 

510(k) Wz KO03721 
RKNEND: 972-556-9697 

510(k) m K9a4579 
Pf-KME: 608877-2635 

510(k) pJ3: KOO2899 
pH=NEm: 972 977 lam 

510(k) Nz KDo1976 
PKNENI: 610-882-1a20 

DEWICX:~~m SET, mm PAKT m4~m la9,065,la9,0 

sEDIrIs1mMADFl: 22-DEG2occl 
510(k) SWNARY AWILABUZ FFG4 FDA 

DEvIcE:TYSH?xMINIpElmm?IcmcA~~EL107 
SBDExxS1mm: Ol-DEG2000 
510(k) SUW?@Y AVAILABU FKMm 

DEVICE:NUMED!Z-MEDFI'V~ 
SEDECISICNM&lX: 27-DFiG2COO 
510(k) SOWGFQ AVAIIABU m FDA 

DEvIcE:MzxaLmN- 
sEDECISICNM7+DE:Oa-DEC-2000 

510(k) SUN?@X AVAILAEU FX%i FDA 

DEVIGZ: SNARE,- 
SEDECISICNb!?+DEf:1O-DEC-2ooO 
510(k) SUMMARY AVAIIABU m FDA 

DEXIcE:MXlTI~c.Nm oLYMFuSAu2700~~~~~ 
SEiDECISICN~E:1a-DE&2OOO 
510(k) m 

DEVICiC:CaffJSPRXF,A 
~DEcIsIcNM?mz: 21-Dms2ooo 

510(k) X!t+W?Y AVAILXU F'FCZ4 FDA 

DEVICZ:OPUS 20,MXXZL 1sT 
SEiDEcISIcNMADFi:l2-DEG2OCO 
510(k) fXR+!AW AUUUBU FX%f FDA 

DEVICZ: SE BARB- lIcmcmTMI~~EIA,mmlloaI 
SEDECISICNMADE: 06-D%2000 
510(k) SUMWRY AVAXABLE FX2.l FDA 



(IIRAsYm, JJC 510(k) ND: KOCQa46 
ATIwBEFlamD EsEssmN PHXEN3: 973-267-5632 
764mAVE. 
?zuITE4 
MXRIS PLAINS, NJ 07950-2231 

atrEK -cs, lH.2. 
Al'IN:mT- 
305mDISXAvENuE 
SurrE2501 
NEW YCFIK, NY 10165 

510(k) N3: xDo2989 
PKNEN3: 2l2-6al-2100 

-, m. 510(k) !W: Km1254 
ATIN:E?m sJ4PPLm EKNF#NO: 901-888-5614 
711 cz-mwY OXE 
-,mml7 

- 00. 
mIN:ANGIE IDE 
45GmATwuLExPmJY. 
MALVEFUV, PA 19355 

510(k) ND: K994337 
FKNEND: 61&64&1775 

cEBmNw, INC. 510(k) PllD: KOO2156 
A!ITN:GIIBEKTPE?XlRKIII ET-KNEiND: 913-390-7146 
149Olwsr ll7THsxREEr 
-,Ks66062 

PAFmIGMMEmcALINDus?IRIEs, m. 510(k) FXJz Koo3141 
A!rm:TRxxsEm.sr PIXNEEX): aOl-977-70 
2355 m1070wEsT 
sAwLAmcITY, ura4ll9 

PARFcNvIsIcNSczmKm 
ATlNzWILTJAMEMEXEf?S 
947 EAST IMPAIA AVE. 
MESA, AZ a5204 

510(k) N3: Icoo 
PENFiN3: 4&O-507-7606 

PllRCBIL A.B. 
ATm:BETm! l?lmssl 
B vi% 101 
-, 

510(k) m: K9934Q6 
PKNEiNO: 463 929 150 

ATIN:PEIER ALm 
710 mlT@RKT AVENUE 
P.O. Em a60 
SHELTm,crO64m-O917 

PENEND: 203-926-7031 

DEVICX:aa,SCXERS 
sEDEx!IS1mM?!DE:O4-Dm-2000 

510(k) SW&ARY AVAXABLE FRX FDA 

DEvIa3: - 
SEDJ%XS1CXiM74)E:14-DETZ-2000 

510(k) SLPMRY AWILABLE FRX FI3A 

x-JAN-2001 
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DEvIa: -, TNC. (Izxaza SYSTFM 
SEDECISICNMRDE:l3-DEC-2m 
510(k) ,smZMNF 

DEVICE: vrnrjs ScaFFoBD-C -BcNEmIDFILLER 
sEDlXlSICNKWE:14-D~2~ 
510(k) SLMWRY AVAILAFU FFXM IXJA 

DEvIa3:ApEmIsEuRINEMI--~m 
SBDECISICNMT!DE:19-D~2~ 
510(k) SLM4MY AVAIIABU = FDA 

DEVICE: Tm4 FUJS, MmETd P45 
SFllxxxSIcN~:05-D~2m 
510(k) SU+l?@Y AVAILAXE FlU4 ElX 

DEVICX:PAFLXmX3CNCAM3EDAIIXCINXX'IENS 
SEDECISIcNMADE:Oa-DEC-2000 
510(k) SUNARY AVAIUBLE FRX FDA 

DEvIa?l: m, FcwEFmv,w- 
SEDEmsIajb?ADE:1a-DEs2ooo 
510(k) m ALULABLE F'XM FaA 

DEvIaz:mILlIPSEzSYvISI~Fc4MlLY iKxxsmnmmmcTIRD~socwING 

SEDX!ISIoNMADE: 19-DE&2000 

510(k) SWWWY AVAILABLE FEam FDA 



sLlFmmm-LIsI*INGm~~~ (9 510(K) - CX 510(K) - 
FmJ?lw&DEms1cNsBEmmm DuRIwnrEPEnImo1-DExs2OoOmRxKGH 31s2OCXl 
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FFIILES MEDIGiT., SYSTEKS lV.XUH A&tm5lO(k) ND: KOO3516 DEVICE:- lNEsA3.6 
ATIN:PEJ!ER ALTr44N FFKNEN3: 203-926-7031 SE DECISICN MADE: 27-DEC-2000 
710 m AYE. 510(k) SUMBY AVAXABLE FRX FDA 
sHELTcN,ao64a4 

-aRP. 
ATm:SHEILAwPIcxERING 
2081lcrcaxm~ 
Lrx ATxos, ca 94024 

510(k) m: HI01499 DEsAa:-EAGLEmsYsTEz4 
H-ENEM: 65CL969-6114 SEDECISICNMADE: 27-DEG2ooO 

510(k) SUNWRY AVAIMBLE m FDA 

--IRE RWWCZUXQ5lO(k) NYh K992424 DEvIc33:sELDIFLM~~~vEEx3us -(IzocM&-mm 
GM),mms 63244520&t 63246J20 
m:- NORY EKNEE33: 011 331 3444l5l.5 SE DEXZISICN KADE: 29-DEC-2ooO 
95321 fsAlNl!-L.uE-m-m 
WE% 

PLUS~ICS 
A!T3N:DAvIDw~ 
2coGREmmIANE 
srJITE c-100 
PLEaswTm, ca94553-3389 

-, Iw. 
T, MXIEL CS21,CS25,cS29,CS33 
Atrlx: MIarlELJf LIJxiY 
4BERSTBlUDXST. 
NEIWHX'E, PA18938 

-A/s 
mm:-SKAHN 
555 Il2m-l SIllEFT 
wAzmmmx,Dc20004 

pFc6oFG, INC. 
ATIN:LiE WI 
2193 TRADE ZCNE BLVD. 
SAN JCEE, CA 95l.31 

EST, INC. 
,htmmm 1228 
ATIN:wILLIAM NADEL 
2462 -mwAY 
PALclALlQ(31L94303 

PSYa-RmmlIcsocwp. 
ATIN:- ?HIsrLE 
l28omAvENuE 
SurIE200 
-, MA 02138 

510(k) No: K9941% DEvIcE:EPF-PLus-pREss-FTT~aJP 
FKNENJ: 925-356-2640 SEDECISICNM7QE: lla2000 

510(k) SWNARY AVAIUCCE FI13M FDA 

510(k) ND: -277 

H-KlEm: 866-769-3763 

510(k) m I<003656 
-PO: 202-637-5794 

510(k) t0 KM)1576 
FHXJZN3: ma-9454044 

510(k) Xx W3249 

PI-KMm: 65&849-2000 

DEYICE:SUFGN3SISTSYSTEt4WIl.FI(JRCWXt~DISPOSABLE m~uNI 

SEDFCISICNMADE: 21-DEC-2030 
510(k) SUNAEU Am m FM 

DEmcx:x-FcsJmSY~vERsIcN2~ 
SEDECISICNMWE:15-DJXZ-2OCXl 
510(k) SLMfARY AD FFCM FDA 

DEWICE:EVA-VXU.JMASSISCcIEvI(3E~~'IHERApy 
SEDECISICNMADE:2a-DFC-2CGO 
510(k) ,SmTmmF 

DEvIc3: PST -1cAL czimmml~,mm2l5O,BsTB~~ 

sEDECtSICNMADE:l2-DEC-2ooO 
510(k) SUbMARY AVAIiXEU FFC'N FDA 

510(k) m: ICXXX51 
Pi-KNEM: 617-86&7455 

510(k) SLWGFtY AVAILMLE FRX ZDA 

DEVICE: PSY~IcSANAzlysIsoF~ INm 
SEDECISICNMADE:ll-DEYZ-2000 

510(k) SWMGY AD F'FCM FDA 



mR.EvlRrER-~, INC. 510(k) 1\x): K994279 
ATIN:DEZbNSLEWIS PKNENI: 303-693-7610 
14550 EXX' EBSLER AVENUE 
suITEa 
Ehmmxm,03801l.2 

R&DSYSlBiS,INC. 510(k) m: KC03534 
ATINzKENNEZHTEDDS PI-KNIN: 6X2-379-2956 
614 MXINTXi PUXZ N.E. 
MMEXCUS,MN55413-2647 

RGFCXJPINIL. 510(k) m: KaXl.233 
ATIN:KERRyANNE KAHN PEDGN3: 352-378-3633 
2321 N.W. 66'lH CT., SUITE W-4 
-, FL 32653 

RAD1cxEn!ExMED1caLA/s 
ATm:Iaum Faa 
- 21 
DK-2700 -, 

510(k) m: KOOU366 
PI-KNEIW: 453 a27 3827 

-.a 510(k) ND: KC03036 
mm 101019,101020,101023,101025 
ATm:FmNK TIG-IE FXNEM3: x0-793-1473 
1776 m SIREEl' 
2ooNxm 
ATLR?m, GA30309 

RXHEDIXIUXTICSCJZP. 510(k) Ex): KOO3l20 
ATINzKAYA~ FFKNEN3: 317-576-3544 
9115 IxxlEi RD. 
DlD-S, IN46250-0457 

FCXHEDIFICaU35TICSm 510(k) m: KM)3158 
ZQ'INzKAYAlYiLCXt PHIEND: 317-576-3544 
9115 HAGUE m. 
INDIAM1pc&IS, lN46250-0457 

~DlBXXlYI=~ 510(k) m: 10303178 
A!lXNzKAYATAYLCR Fl-KNEim: 317-576-3544 
9115 HMJE RD. 
INDIANApc&Is,IN462m57 

F&XSGDiXZJXlTCS~ 510(k) m: x003772 
A'I'INzKAYA~ PFXXEND: 317-576-3544 
9115 HXUE RD. 
INDws,IN46250-0457 

DEVICX: RJR3 WATER- (m 
sEDEXXSI(TJMADE: 22-D-2000 

DIATXSIS SOLUI'ICN) 

510(k) SLRMARY AVAIIABU FXM FDA 

DEVICZ:PENl?RA5D 
SEDEXXSICNMHX: Ol-DEG2COO 
510(k) SLMM?Y AVAIMBU FEtX FlXi 

DEVICX:ACTI-FLFXFLUIDDJXJVEBY !XSCE.MCRXl'I-FLEXFDS 
SEDECISICNb!?tDE:13-DEC-2ooO 
510(k) V 

DEVICE: !Jsu4Kn 
SEDECISICNMDE: 07-DEG2ooO 
510(k) SLPMiRY AVAIlXZE FXM FDA 

ULJAN-2001 
Page 22 

DmIcE:TtJREsFLmINmSIcN~ 19 a,20 a,23 GZXX, 25 GXE, 

SFdDExxs1cNMADE:22-Da=-2m 

510(k) SUb!MRY AVAZUiLE FXM FDA 

510(k) StM4ARY AVAIUBGZ FRX EDA 

DEVICX:~DlXXXTI CsaGMB 
sEDEXISICNM'+DE:1a-DEc2ooO 
510(k) SUMMARY Am FFC24 FDA 

DEVICE:EUXXYSHCGANDEEX!ATfZSTSYSTBd 
sEDEXXSICNNADE:14-DEXL2OOO 
510(k) SLMdAFY Am FRXl FDA 

DEVICE:ELEXB!SDHEA-SCXLHECK 
sEDECISICNMADE:2O-DEcr2ooO 
510(k) SLMQRY AVAITXXE FEICM FDA 
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-ILITY (PIY)LTD. 
ATIN:VICICRF~ 
6162 - DRIVE 
mmx~,m240la 

510(k) m: KOO3048 
FXNEM3: 54b776-0363 

RlJlx&FRIEsTERGMBH&W.~ 510(k) m: w302954 
ATIN: PATRIm R IKI : oil 49 747792703 
BFMxslRAssE 31 
P-0. Em 35 
m-t 

RrJlxmRIEsrERGMBH&03.xc; 510(k) ND: KC02955 
ATm:PA!mIcIA --FREUD- I93 : 011 49 747792700 
- 31 
P.O. mx 35 
--, 

SJGE BICHfAW7i 510(k) hx): KOO3734 
ATIN:- FKlTxmD pl7KiIE.m : 949-2624411 
3722 AVE. SNS?WXU 
IRVINE, a 92606 

sa-lumxm- 510(k) m: KOOO249 
MmELBwPS-loo 
ATIN:MIC-MLJSU%EFER HXNEIKJ: 314-931-2268 
HI- 61-67 
1555 - BLVD 
-,m6304a 

.!92rlw, IN!. 
ATlN:P?xllER ALLEN 
a45 CW%GClXAvE. 
PALoAcJQ a94303 

510(k) m: K002853 
PKNErx): 650-493-9155 

sEEILls-.Lu! 510(k) m: w302E!41 
A!rTN:PM¶EL?i PAPINE?iu PI-DENO: 978-772-3552 
5WlITUZGAVE. 
A!mR, Mn 01432 

SFmELmzmNIcSo3.,Lm. 510(k) m: KOO3711 
ATIw:I+itYN-KY KIM FXXEND: a23 142 10389 
1333, PYUNGCHSIMXTJ3 
ANyAEJGcITy,m1-Do, 

SHENTXGMEDICRLDEVICEW., LTD 510(k) ND: KM)2411 
ATIN:- so H-33EN3: 310-229-5748 
1aOOcmIuRYPARKEA5T 
surIE600 
mAtGELEs,cA90067-1509 

DEVICX: ALLTERRAIN- (NW) 
SEDECISICNHRDE:15-DEC-2000 
510(k) SnCEMNr 

DEvIc3:RI-szm/a4mABLIxx)~~ 
SE DECISICN Z!ALX: 21-DEC-2000 

510(k) SUbWiRY AVAIWBU FRX FDA 

DEVKEFME'IRENBU3CD~~ 
SEDECISICNMDE: 21-D=2CXX 

510(k) SObWiRY AVAILABLE FRN FDA 

DE3n~:sERuMpficJIEIN~ 
SE DECISION MADE: 21-DEC-2CCX3 
510(k) W 

D?mIcE:SazEFERv??iTm~RIALYsIswAllER~~mSY~, 

sEDEcIsIm~:l.l-clEc2ooo 

510(k) SWWGU AVAILWXE FRX FDA 

DEvIc3:i?l4xImlEplGEHAIR~IAsER 
SEDIXISICNtGDE:O4-DEG2COO 
510(k) SUMWY AVAILMLE m J?DA 

DEVIC.E:CXVm.-TECELEXXMIES 
SEDEcxSIceJ~:Oa-D~2m 
510(k) SUbN+KY AVAIUUXE FRX4 FDA 

DEVKRAEXUOXYBLCW PFWSUPXMXXRIIGSY~,MXGsE-25M/25P 
SEDECISICNMADE:15-DE&2OOO 
510(k) SOMARY AVAZABLE FRX FDA 

510(k) S!WENWT 
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SlT?M-(=cIRp. I.D. 
=-I 
ATIN:- HARRIS 
30798 US HWY 19 mum 
PAT.MI-mE!m,FL34684 

sm5ENSMEDImSY~, 
AlTNzPENEUXEH~ 
16ETBTKNICSAvENuE 
-, MA 01923 

sm@NSMEDIcaLSY~, 
m:JAMIE YW 
186FxxI>AVENUEisovM 
IsELIN,woaa3o 

Dr+NvEM, MA 01923 

SIFMENsmI~SY~, 
ATINzmHGREXJ 
16ExmIXNImAVE. 
llwwERs, M?i 01923 

sm4mSMED1c!iLSYsIEMs, 
A!t'lNzlX@ZWEH~ 
16ELEUFCMCSAvE. 
EuwvEPs, WI 01923 

SIEMENsMEDIcp;LSY~, 
ATm:AMY sHAwI-3zmlm 
186#XDAvENuE= 
IsELIN,NJoaa3o 

SEmEtt!sMEDIc7iLSYsImS, 
m:JAMIE YIEE 
186WXDAVENOESX%lX 
ISETJ&NJOaa3O 

SIMS FCREX, INC. 
mTIKYIHYJ= 
10 BXWAN DR. 
KEEm,NHo3431 

INC. 

INC. 

INC. 

INC. 

INC. 

lx!. 

INC. 

510(k) ND: KOO2391 

EFDEIK3: 727-787-7250 

510(k) m: KOO2105 
FT-KNEND: 97~907-7503 

510(k) E30: x003192 
pH=NEMJ: 73232145 

510(k) FJD: KOO3243 

FXNEtQ: 978-907-7500 

510(k) Wz K9032% 
PKNFJND: 978-907-7500 

510(k) rJD: KCB3248 
PH3IElKl: 97a-907-75co 

510(k) m x003266 
H-KNEE: 732-321d330 

510(k) Fn Koo3623 
FTXNEm: 732-321-4625 

510(k) m wO2506 
PFK.NElW: 603-352-3812 

DEVICE: NITRILE PATIEm -a GLOVE, FcxmERED, s, (MUL 

SEDECISIU?MGDE:O4-DEG2~ 
510(k) siOMARY AVAIIXLE FXM FDA 

DEVICE: SlEMENs -sc6002xL-msT sE!sMEm Alaw.lYsIs 
sEDECISICNMADE:05-DEC-2000 
510(k) f+X&W@Y AVAIIXLE FXZ4 XN 

DEvIac: -c! (Izmamo 
sEDECISIDNMADE:21--DEC-2000 
510(k) SLM?!RY Am FBX FQA 

DEvIa3: SW INFINITymzxRAR- lKmLscaooo;sc7ooo;sc9 

sEDECIS1CNM?!DE:21-DEC-2000 
510(k) SL!MGRY AVAILMLE lTTCt4 FDA 

DEVICX:SIEMENSMULTIVIEN -a?wrIHm~oPrIm 
sEDExxsIcNMz4x: 21=-DEc-2000 
510(k) SWWRY AVAIIARW ZXM FWi 

DEvIcE:SlEMENsMEDI~ INFcm7mmBus(MIB)-- 
SEDECISICNMADE: 21-D=2000 
510(k) StBWBY AVAZABLE FFXX FDA 

DEwIcE:sIREM=43IL1s(Ic3D 
SEDECISICNMADE:Ol-DEC-2ooO 
510(k) SLBW+RY AVAILMU FXM FDA 

DEVIcE:B~TlME~mrxAGE 
SXDECISICNMADE: 21-DEG2OW 
510(k) SUNBY AWULABLE FXM FDA 

DEVICE:~J?IL~FCWDI~ANESlMESIA~~ 
sEDECLS1CNM7QE:14-DEC-2000 
510(k) SUMGRY AVAXABTX FFCN FDA 
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EszKrrH&-,INc. 
A!lm:Ez4sMEis?4xa 
1450 E. J40XS FXXD 
MPIPHIS, ‘IN 38116 

510(k) N3: KC01160 
FKNEIN3: 901-396-2121 

s24JxH&NEpHEw,~. 
ATm:DAvlD I-ENIm 

510(k) I0 KC02747 
mINEi Iv3 : 90139&2x21 

1450 E. BRXXS FGAD 
MEMPHCS, TN 38116 

~&NEpHEw,INc. 
ATIN:DAvlIl HENLEY 
1450 E. l3RXXZS F?XD 
MEMPHIS, 'IN 38116 

510(k) m KO02996 
FKNFiN3: 901-399-6487 

SPAKEW -cs m. 510(k) N3: KC02753 
ATINzATlXJEEXLZ FFKNEIW: 314-343-8300 
1663FENlwBJSINESSPARKcT. 
mtmN,m63026 

sr.JuDEMEmcTG 510(k) IQ KO02976 
-,MJlEL4olxxxAND40~ 

RI-IN:- B?lmN-Dm FENEND: 612-933-4700 
14901DEVE?UPL?CE 
m,MN55345 

ifziEF%ITH NI- 
510(k) lW: IG916l3 
PHXEt-83: 543 514 240051 

lxwm LUJUE 519 
axDoEA, FCIA. az-RDom, 

SID MFG., INC. 
A!rIN:fimFHmMPAUPIB3 
1063rimmmKEsr. 
P-0. Bax 420 
t3KDXXN, MA 02072 

510(k) m: KO03169 
FFKNEIKJ: 781-828-4400 

z2l?ELms !E. 
ATlNzDtNAT.DASlEVENS 
800 vIIItm% ST. #210 
PD, PA 15212 

510(k) m: X03447 
PI-KNEID: 412-322-8280 

-m, INC. 510(k) m: IUXBW2 
A!rm:LLLmA NELSH F%EWf3): 303-660-4201 

DEVIG3:~BcNE- 
SEDECISICNMADE: LU-DEC-2000 
510(k) SWM7UtY AVAIL?CU FRX FDA 

DEvIc3z:-m----~ 
SFiDECISICNMRDE:15-DEC-2ooO 
510(k) ,SWNWY AVAILXGf FFCM FIlA 

l3lsvrm:-HA--- tz?I!Ew 
SF.DECISICNMRDE:11-DEC!-2tXN 
510(k) SUMMARY AVAZAELE m FDA 

DEVICE: SPAFtlTNA-10 
sEDEXXSICNMADE:o4-DlX!-2O'X 
510(k) SUMARY AVAILAEU F'FCM FDA 

sEDE?xSI~MADE:22-D~2m 
510(k) SUtMmY AVAU?BU FRX FDA 

DEvIm: SW UL-, M3m.s 331, 3ll, 333 
SEDEicIS1mMADE:o813Ec-2m 
510(k) SUNARY AVAILAEU F'FCN FDA 

510(k) SuMMARY AVAIL?BU FTCM FDA 

DEbTEr~~miiIP~~ 
SEDECISIoNMADE:15-DEc2~ 
510(k) m 

DEVIC.E:STERILJZ?U'XN~ INDI~TApEsM=DELcI1l2&al23 
sEDECtSICNMDE:O8-DEC-2ooO 
510(k) smmmm 
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-MEDmm, IN2 510(k) ND: KOO2l27 
ATIN: LXEL - PENEND: 952473-7971 
l8OWIQRDSX!X 
wzAm, m 55391 

-MEDmcNs, INC. 510(k) W: Koo3283 
ATm: JmL DcxELAs pfxriE’m : 650-949-0470 
180-~~ 

SllMw- 510(k) N3: I033660 
ATlN:xmNLFcwE FWNE BKI : 6X-323-7700 
41OOEXTKCU%MAVE. 
-, MI 49001-6197 

- LEIsm 
mmE3INLRmE 
41oOEXZMIUGMAVE 
rva&mam,MI49001 

510(k) p33: Kooo594 
PI-DE Ex) : 800-253-3210 

SUNRISEMEDI~,~. 
ATIN: EKYAN v 
7477 E?sr DRY cza3EK PKWY. 
Lfznxm,0380503 

510(k) Nh ml491 
PHXEN3: x)3-21845Gu 

suFIGIcp;L s?FFclxTIEs CmP. 510(k) m: KC03015 
ATm:vIKKIM- PKNEID: 610404-1000 
1coDE?wIsDFum 
IItG, PA 19606-3776 

T.XFQSSUFGICXB c?XP!ZO(k) IQ KC02755 
ATm:TIEm rc#s PEKNEIKI: 805-529-0825 
610 F'LINN AVE. 
MZCRPM, a93021 

510(k) NJ: KO03545 
SWI?XE3CYEXN~- -‘(ti Kc- 
A!mJ:- Lm PKNE Ia3 : 609 773 

510(k) I0 KO03547 

CRLE 
5l33 

orEIN-- c!mIM(1OOMI~uR~) 
A!IlN:- Im IBX3m: 609 773 5l.33 
1JATAN8,PENX%WCBEPA2 
-m, 
=BHps7u,-, 

510(k) SlXEHWr 

DEXICE:SIMPIJCITYWITHWIMX 
sEDECISICNM?iDE:l3-DEc-2ooO 
510(k) SUtCMRY AVAIUSBLE: FRX 

INFUSICN SEzr, (MmEL W-103) 

IDA 

DEVICEi:LEBINXRNEXJmCLIPSYSTEN 
SEDECISIcNMADE:l2-DBZ-2COO 
510(k) SUWARY AD FRZ4 FDA 

DEvIcz:-~~--~~ 
SEDEXXSICNW+DE:O%DEC-2000 
510(k) SUWRRY AVAIUBLE F'RN FDA 

510(k) St?W?W AVAIIAEU FRX FlX 

DEVICE2 SSC’S PCL v sAs,vIc&FT,cJzhw!m,~TBp 
sEDIXXSIcNM?iDE:15-DEXZ-2OCO 
510(k) CzRmMEm 

DEVICE: m BVSVIVRE 
sEDiXtSICNMADE:O4-DEG2ooO 
510(k) SZQBGWF 

DEVIC&NR%DERE'REZ,ELUE FcxxmElmm-mw 

SEDECISICNMADE: 21-D%2000 

510(k) SUM&WY AVAIL?BE FRX FDA 

DEViXE:Nu;AwDG~~~~ Ex?2mwncN~wITHm 

~DECISICNMADE: 21-DEG2ooO 

510(k) SQWBY AVAILNXX FXM FDA 
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%%?=*A- 
510(k) ND: KC03371 
I233INEm: 800-283-7866 

l25FiuJEFaLLm 
ELx!lm, Ml 21921 

TEXAS IINSENE FCR - D5lO(k) t.0 x003265 
ATIN: H.O. PIPKIN PKNEND: 361-52M99 
702 OSXE .SIREEr 
REJiuxo, !rx 78377 

510(k) m KC02749 

A!F.CN:IADRA -m PHWEN.3: 631-844-5688 
TW~CZN!EFtDFUW 
z.cwmxE, NY 11747 

-, lx. 
A!rm:EvE aINNER 
1360 SOVM ICOP DR. 
ALAMEDA, ca 94502-7ooo 

510(k) NJ: KOOZ82 
PKNENO: 510-749-5406 

-, lx!. 
m:KEIM m 
4058FQItTTEDmWA.Y 
?3AYwm, a 94545-3721 

510(k) I0 KO03183 
PKNElKl: 510-782-2286 

w-m. 510(k) ND: x001927 
D ICXZPJJ CW UUCWAR~~~REVISICN-WD~ 
ZClWDONAU)A~ PKNENO: 925-847-8600 
6035 SnrJERmGE DR. 
m, CA 94588 

TIssuELINKm1mINc. 510(k) m: K.003005 
A!rl.NcFcJEmmL!txxPxN PXEEhx): 603-742-1515 
mw?camxm- 
surrE400 
mvm,NHo3820 

-lDWIER S.A. 510(k) NJ: x003728 
A!rm:mvIDw~ PFKNEPIX): 925-356-2640 
2cOGRInmYIANE 
SUITE c-100 
- HUL, CA 94523-3389 

TRIMEOYNE, INC. 510(k) m: KOO2308 
IuM~SY~,mELl21O-vHeAND15OO-A 
ATlNzSUYWHGJ!MEZE FSXENO: 949-559-5300 
28OlBARRANcaRD. 
P.O. mx 57001 
IRVINE, CA 92606 

DEvIu3:PfBPToBIpIx3mx~ 
SEDEcIs1avMADE: 21-DEc-2000 
510(k) SUMWRY AVAILABU BFCM FDA 

DEVICE: cIza4w& CZBWWERuNIT,MloEL1600 
ZZDECISIcNMADFz22-DEG2ooO 
510(k) SubWiRY AVAILAEU FEhm FaA 

DEVI~:ENDoscDpE~ DETECI'ICNDEVIC.Z,M3oEL3DX45AND~ 

SEZDECISICNMADE:M-DEC-2ooO 
510(k) SUM?@Y AVAILMU F'EC24 FDA 

DEmc.z:!BazwGE~11SYsTpl 
SEtDECISICNMADE:CB-DM=-2ooO 
510(k) StRMARY AVAILMU F'RZ.t4 FDA 

DEivIa: VECTRA (TM) VASUJARZG=SSGIGW!-5M4DIAMEIER,6M4D~AN 

SEDEmSImmDEt:18-D~2OOO 
510(k) SUbNaRY AVAILAEU FFad FDA 

DEVICE:TISSUEUNKBIFOLARFOFUZPS 
sEDECISICN&@DE:OEi--DEG2ooO 

510(k) SWWiRY AVAIL?WE IT&B FDA 

DEVICZ:~IFI~ATI~N~QAE@GIS~K~RDERFWCFJRE~Y~ 
SEDECISICNMADE:2O-DEC!-2000 

510(k) SUMmY AVAILAEU m FDA 

DEVICZ:~~ LAsEEtsIsIIpI,~l21o;~~~ 

sEDECISICNM?iDE:2O-DBZ-2C00 

510(k) SUWAEU AVAIIAEU F'Rx FDA 



suE4mmm~LIsTIElcIm~~~ (SW 510(K) 
FCRFINALDEK!ISI~FGWDEREDLXEXUGCU-lEpERIcD01-DEo2OOO 

sLM%RlB CR 510(K) m 
IMwxx=H314XFG2000 

!rzMEDIcat,INc. 510(k) ND: IUXI1634 DEvIml:~I~ 
ATm:BYKN z74EER 

EVFNI! MItKmx, MmEL 8470-01 
ET-KNEm: 503X39-0282 SlZDECISIcNM7+DE: 2LDEL2OCO 

15858 S.W. UPPExt BxNEs FERRY 
RD. 
L?xE a5wEm, CR 97035 

510(k) SLMARY AVAIUGLE FKZ4 FDA 

tJNIlmm1cm. 510(k) Kc KY34078 DEVIC32UlHIPSY~ 
ATIN:?4ErLEN LIU Pi-KNE~: 886 35 773351 28 SE DECISICN MDE: -2000 
57PARKAvE.2,SCZNEPAR.K 
==, 

UNITED SI7YIES SOFGICnL,ADIVISICN5l0(k~ TID: ICCN1895 
~ERIKAJMILLER 
15OGKNERAVFL 
-, CT 06956 

-, IUK.!. 
ATIN:TP.EKCGKAMKE 
164MlDDLEsExl?JmmxE 
Exmamxm,~01803 

vAscMED1m,m. 
ATINtTI3XGRVARRI~~ 
18oLLNDENAVEL 
-, NY 11590 

3210-B Am’xbxE I;IoAD 
FCXUCXA VALLEY, Ca 94028 

VMIS, INC. 
~CYUZXDIGBP 
1172 (IASTm ST. 
MllmmINm, CA94040 

vNuSMEmcnL -IEs, IK!. 
ATIN:sAM lmNwATI 
238 EPST CARIBBEAN DR. 
ExBmmLE, ca94089 

pI-niE’m : 203-845-4501 

510(k) ND: KDo1621 
PKNEIU3: 781-221-2266 

510(k) N3: KOO3469 
PHXEN3: 5164974600 

510(k) tQ: KCU3230 
PI-KNEPJS: 612-915-8001 

510(k) m: Koo3439 
PENEPIXS: 650-529-1238 

510(k) N3: IO303115 
PHXEND: 650-934-5224 

510(k) m: Koo3092 
pf-ml3 m : 408-747-1200 

510(k) SUWARY AVAILMiX FKM FDA 

DEVICE:AlJlD~ FREXUMPLJJSCEE?iDI~~ 
SEiDECISICNb!ADE: OfMXK-2ooO 
510(k) SOWARY AVAILALE F'Fa4 FDA 

DEVIC33:DARDM~~ 
SEDECISICNKADE:O6-DFG2CXXl 
510(k) ZTmTmmT 

DEVICE:EECPTHERAPY SYSIEM, z.clEL Ts3 
SEDExzISIcN~:o6-D~2m 
510(k) SUMARY Am B'ia4 ImA 

DEvIcx:vitTioxEmm~~TBI) 
SEDEXXSICNMADE: 27-DFL2000 

510(k) SLMARY AVAILWLE FKt4 FDA 

~C&VIVAWl!BTW!STLELSICNLCQ&IzATIcNDEvI~ 
SEDECISICNM74DE: 154IEXh2000 
510(k) SOWARY AVAILMLE m&x FDA 

DEvIczk ms m ~~~ Imp 
SEDECISICNFADE:19-DEC-2COCl 
510(k) SWM?@Y AWGIARLE FFCX Em 

DEvIa3: MIIxFTma To VNLE cILamE SYm 
SEDEXXSICNMADE:18-DEC-2000 
510(k) SOt+mRY AVAILMLE FKN FDA 

16-Jm-2001 
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wDxaosrJREsYm 
-uxMLx,MmEL544240 
ATm:BRIAN Ya.la 
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